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DETAILED ACTION 
Status of Application/Amendment/Claims 

Applicant's response filed 9/13/2005 has been considered. Rejections and/or 
objections not reiterated from the previous office action mailed 6/14/2005 are hereby 
withdrawn. The following rejections and/or objections are either newly applied or are 
reiterated and are the only rejections and/or objections presently applied to the instant 
application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

With entry of the amendment filed on 9/13/05, claims 66-75 are pending in the 
application. 

Response to Arguments-Claim Rejections - 35 USC §112 

Claim 72 stands rejected under 35 U.S.C. 112, second paragraph, for the 
reasons of record set forth in the office action mailed 6/14/05. It is noted that applicant 
has corrected claims 74 and 75, but has not corrected claim 72. Claim 72 recites the 
limitation "wherein said oligonucleotide is an aqueous media. It is unclear how the 
oligonucleotide itself can be an aqueous media. Appropriate correction is required. 
Amendment to recite, "wherein said oligonucleotide is in an aqueous media" would 
obviate this rejection. 
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Response to Arguments-Claim Rejections - 35 USC § 102 

Claims 66 and 72-74 stand rejected under 35 U.S.C. 102(b) as being anticipated 
by Kole et al. (US 5,627,274), for the reasons of record set forth in the office action 
mailed 6/14/05. 

Applicant argues that the amendment to instant claim 66 reciting that the 
oligonucleotide is taken up by at least one cell type in the lung of a mammal should 
obviate this rejection. Applicant argues that Kole neither anticipates nor makes obvious 
the delivery of oligonucleotides to at least one cell type in the lung. 

Applicant's arguments have been considered but are not found persuasive. Kole 
et al. teach a method of administering an oligonucleotide into a lung of a patient as a 
therapeutic in the treatment of disease, such as cystic fibrosis, via administering an 
aerosolized formulation of respirable particles to the lungs (see columns 5 and 6). Kote 
et al. teach formulations comprising the antisense oligonucleotide comprising sterile 
aqueous and non-aqueous solutions of the active compound, including saline or water. 
Kole et al. teach Z-O-methyl modified oligonucleotides and teach that these modified 
oligonucleotides are resistant to nucleases and from stable hybrids with RNA that are 
not degraded by RNase H (see column 8). Kole et al. do not need to specifically 
exemplify these teachings in order for the teachings to be enabled. Kole et al. teach 
each of the method steps instantly claimed and therefore are as enabled as the instant 
claims. The elements of Kole et al. are instantly claimed, which are presumed to be 
enabled. The scope of the teachings of Kole et al. are directly commensurate with the 
scope of the instant claims. Since Kole et al. specifically teach method of administering 
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an oligonucleotide into a lung of a patient as a therapeutic in the treatment of disease 
via administering an aerosolized formulation of respirable particles to the lungs, the 
oligonucleotides of Kole et al. would necessarily be taken up by a cell in the lung. As 
evidenced by the 1.132 declaration submitted by applicant, these same method steps 
result in oligonucleotide uptake to at least one cell type in the lung. Therefore, the 
instant invention is anticipated by Kole et al. 

Claims 66-68 and 70-75 stand rejected under 35 U.S.C. 102 (e) as being 
anticipated by Baracchini et al. (US 5,801 ,154), for the reasons of record set forth in the 
office action mailed 6/14/05. 

Applicant argues that the amendment to instant claim 66 reciting that the 
oligonucleotide is taken up by at least one cell type in the lung of a mammal should 
obviate this rejection. Applicant argues that Baracchini does not teach delivery to at 
least one cell type in the lung. Applicant argues that Baracchini neither anticipates nor 
makes obvious the delivery of oligonucleotides to at least one cell type in the lung. 

Applicant's arguments have been considered but are not found persuasive. 
Baracchini et al. teach antisense oligonucleotide delivery via inhalation or insufflation 
and formulations including sprays (see column 4). Baracchini et al. teach methods of 
treating animals suspected of having a condition such as lung cancer comprising 
administering antisense oligonucleotides (see claims 26 and 29). The methods taught 
by Baracchini et al. are considered to be as enabled as applicant's instant specification. 
Additionally, Baracchini et al. teach that oligonucleotides with at least one 2'- 
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methoxyethyl modification are believed to be particularly useful for oral administration 
(see column 4). Baracchini et al. specifically teach 2'-0-methoxyethyl modifications, 
2'alkoxyalkoxy modifications, non-phosphorous containing linkages, as well as 
phosphorothioate modifications (see columns 6-8). Baracchini et al. teach that such 
modifications increase resistance to nucleases. The oligonucleotides taught by 
Baracchini et al. are administered in aqueous media including sterile water, saline 
solution, or powders. Baracchini et al. do not need to specifically exemplify these 
teachings in order for the teachings to be enabled. The elements of Baracchini et al. 
are instantly claimed, which are presumed to be enabled. Baracchini et al. teach each 
of the method steps instantly claimed and therefore are as enabled as the instant 
claims. The scope of the teachings of Baracchini et al. are directly commensurate with 
the scope of the instant claims. Since Baracchini et al. specifically teach methods of 
treatment via administering antisense oligonucleotides and further teach that inhalation 
or insufflation are acceptable means of delivery, the oligonucleotides of Baracchini et al. 
would necessarily be taken up by a cell in the lung. As evidenced by the 1 .132 
declaration submitted by applicant, these same method steps result in oligonucleotide 
uptake to at least one cell type in the lung. Therefore, the instant invention is 
anticipated by Baracchini et al. 

Claims 66-75 stand rejected under 35 U.S.C. 102 (e) as being anticipated by 
Bennett et al. (US 5,955,443), for the reasons of .record set forth in the office action 
mailed 6/14/05. 
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Applicant argues that the amendment to instant claim 66 reciting that the 
oligonucleotide is taken up by at least one cell type in the lung of a mammal should 
obviate this rejection. Applicant argues that Bennett does not teach delivery to at least 
one cell type in the lung. Applicant argues that Bennett neither anticipates nor makes 
obvious the delivery of oligonucleotides to at least one cell type in the lung. 

Applicant's arguments have been considered but are not found persuasive. 
Bennett et al. teach antisense oligonucleotide delivery via aerosols and formulations 
including sprays. Bennett et al. teach methods for the treatment and diagnosis of 
mammalian diseases. The methods taught by Bennett et al. are considered to be as 
enabled as applicant's instant specification. Bennett et al. specifically teach 2-0- 
methoxyethyl modifications, 2'alkoxyalkoxy modifications, a 2'-0-diakylaminooxyalkyl 
substituent that is 2'-dimethylaminooxyethoxy in order to enhance the affinity of an 
antisense oligonucleotide for its target nucleic acid, non-phosphorous containing 
linkages, as well as phosphorothioate modifications. Bennett et al. teach that such 
modifications increase resistance to nucleases. The oligonucleotides taught by Bennett 
et al. are administered in aqueous media including sterile water, saline solution, or 
powders. Bennett et al. do not need to specifically exemplify these teachings in order 
for the teachings to be enabled. Bennett et al. teach each of the method steps instantly 
claimed and therefore are as enabled as the instant claims. The elements of Bennett et 
al. are instantly claimed, which are presumed to be enabled. The scope of the teachings 
of Bennett et al. are directly commensurate with the scope of the instant claims. Since 
Bennett et al. specifically teach methods of treatment via administering antisense 
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oligonucleotides and further teach that the oligonucleotides can be delivered via 
aerosols and formulations including sprays, the oligonucleotides of Bennett et al. would 
necessarily be taken up by a cell in the lung. As evidenced by the 1 .132 declaration 
submitted by applicant, these same method steps result in oligonucleotide uptake to at 
least one cell type in the lung. Therefore, the instant invention is anticipated by Bennett 
et al. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Amy H. Bowman whose telephone number is 571-272- 
0755. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Andrew Wang can be reached on 571 -272-081 1 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application Information Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For more 
information about the PAIR system, see http://pair-direct.uspto.gov. 
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For all other customer support, please call the USPTO Call Center (UCC) at 800- 
786-9199. 



Amy H. Bowman 
Examiner 
Art Unit 1635 




